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CERTIFICATE OF ANALYSIS

Cepradixar anamisy

Name of food supplement Fermentaza Gastro Manufacturer Country India
Hasna aicrnauol pobasku | @epaenraza Cacrpo Kpaina-papobuni: Tnuist
A. R. No, FC-1028/25
by H ¥ i J ¥ ¢ i (3 N
Packing Batch No. (82544564 Date of Release 10.01.2026

Homep ynaronanol cepit

Jara pnayeky

Dosage Form

Gastroresistant Granuals in
Capsules

Strength/potency of the
food supplement

Pepsin 25 my; Diastase 15mg;
Cellulase 15 mg; Papain 50 mg;
Alphagalactosidase 300 GaltU;
Pancreatin 150 mg

JHrapcenra dopaa

Facrpopesnerentui rpanyiu 8
Kancysax

Cuaa pil/akrusuaicrs
gicTnamof nodasKu

Henenu 28 mry Hiacraza 18 sr;
Hemwoaasa 15 mr; [Maoaiu 50 vrg
Asnda~-ragarosuaaza 300 Gall,
Hankpearna 150 mr

Packing Batch Size

600 000 capsules Pack Size

(30 000 packs)

Ne2@ (10x2) in blisters
in carton box

Poamip ynaxosauoi cepii

600 000 kancya

(30 000 ynaxonor) YHAKOBKH

Posnmip Ta o

Ne20 (10x2) y faicrepax
v Kaprouniid kopobui

Mfo. Date:

Jarta upobunurea:

Expiry Date

10.2027

11.2025

Hpwgarnuit jo

SPC No,

COSPCICQA/WPH901TR-001 | STP No

COISTPICOA/WP009017-000

Name and address of
Manufacturing unit:

«Macleods Pharmaceuticals Limitedy,

Khasara No.21, 22, 66, 67 & 68, Aho-Yangtam, Namchepung, PO: Ranipool, Sikkim-737135,

Pakyong, East (Sikkim) -737135, India.

Hajimenysanist i agpeca
Bupobiuvo) Rlasnnui:

«Maracoae PapumacsioTirasc JliMireun,

Xacapa Ne 21, 22, 66, 67 i 68, Axo-sTurranm, Hasuenynr, PO: Pauinyn, Cikkiv-737135, [lax’snur,

Cxin (Cikkim)-737138, Inain.

Result of analysis/ Pesyanraru ananizy

Sr. | Tests Specifications Results
No.
Ne Toxaznuwy Crieundiranis Pesyavrarn
wn
L. Description Size «B0» capsules clear transparent cap and | Size «00» capsules clear transparent cap
clear transparent body, filled with two yellow | and clear transparent body, filled with two
coloured circular shaped biconvex sugar coated | yellow coloured circular shaped biconvex
tablet having plain surface on both sides and off | sugar coated tablet having plain surface on
white to white semi spherical and spherical | both sides and off white semi spherical and
granules. spherical granules,
Ounce Kaneyau possipos «00» 3 nposopoto xpuinen- | Kancyan posmipom «00» 3 npoesopoto kpu-
KOI0 TA HPO3OPHM KOPHYCOM, 32R0BHCHI JABOMA | HICYKOI0 Ta IPO3OPHM KOPIYCOM, 38I0B-
WROBTHMH  RPYIAHMH  ABOONYKAUME  TabjeT- | Heni ABOMA JKOBTHUME KPYIIUME ABOOYK-
KAMH, BRPUTHMH GYKPOBOI0  000JOHKOIO, 3 | JAUMH TAGICTKAMH, BRPUTHMI UYKPOBOIO
FHAIKOI0 nopepxpero 3 obox Oowis ra nanis- | 060JOHKOW, 3 IIAARCIO NOBepXHElo 3 000X
ceprumm Ta cepuuinmy rpanyaasy gin | Soxip ta uanisedepiiming ta chepuyinn-
HPAKTHIHO B11010 10 Hlioro Kousopy. MU FPARYIAME BPaRTIHO 311010 KoUbapy.
2, Average weight 499.6 myg = 5.0 % 506,37 myg
Cepepns Maca 499,6 M+ 5,0 % 506,37 mr
3. Disintegration time Not more than 60 min 18 minutes 46 seconds
Posnajanus He finsine 60 xn. 18 xBjtu 46 ceryun
4. Uniformity of weight Nof more than 2 of the individual weight deviate | Min.: -2.51 %
from the average weight by more than 7.5% and
non deviates by more than 15,0 %, Max,: +4.29 %
Ounuopiamicrs macu He Glanure asox oxpemux Bar sijrxmisiiorbes sin | Min: -2,51 %
cepeHhol BArH GUIBIN Wik Ha 7,5%, Ta Kojaua 3 s
HUX He BIRXmistersea Giibia niw wa 15,0%. Mawe.: +4,29-%

MACLEODS PHARMACEUTICALS

GENERAL BLOCK

LIMITED

KHASARA NO. 21, 22, 66, 67 & 68, AHO-YANGTAM, NAMCHEPUNG,
POV RANIPONT. SIKKIM-737138 INDIA

4 Go v L0 /sz?y i ol AE Z/Z




323

i 2L
R

5 Assay Pepsin:
- not less than 22.5 mg per capsule 26.18 mg
- not less than 80.0 % of label claim 104.7 %
Diastasc:
- not less than 13.5 mg per capsule 30.34 mg
- nof less than 80,0 % of label claim 202.3 %
Cellulase:
- not less than 13.5 mg per capsule 16.06 mg
- not Jess than 80.0 % of label claim 107.0 %
Papain:
- not less than 45 mg per capsule 107.13 mg
= not less than 80.0 % of label claim 2143 %
Alpha-galactosidase:
- not less than 270.0 GalU per capsule 395.01 GalU
- not less than 80.0 % of Jabel claim 131.7 %
Pancreatine:
- not less than 135.0 mg per capsule 221.75 myg
- not fess than 80,0 % of label claim 147.8 %
Kinuricue Buznavenus [Menenn:
- He menure 22,5 mr/rancyay 26,18 mr
- He aenme 86,0 % vin sasmienol kinsrocri 104,7 %
Hiacraza:
« He mewnre 13,5 mr/kancyiy 30,34 mr
- He stene 86,0 % nin sansaenol kinsrocri 2023 %
lemonaza:
~ He aenmre 13,5 mr/kancyay 16,06 My
« He menuze 80,0 % sin 3agsacuol kimskoceri 1070 %
Ilanain:
- He menuie 45,0 mr/xancysy 107,13 mr
- He menme 80,0 % sig 3assnenol kimsrocri 2143 %
AAba~-ragaKrosnaza;
- He menre 270,0 GalU 395,01 GalU
- He memmue 80,0 % sig saspienol xiaskoeri | 131,7 %
Mangpearun:
- He stennue 135,0 Mr/xauncyny 221,75 mr
- He mennze 80,0 % Bin 3aspaenol Kiabrocri 147.8 %
6. Microbiological purity* Microbial enumeration tests:
Total aerobic microbial count (TAMC)
~ Not more than 10* CFU/g; 25 CFU/g
"Total combined molds and yeast (TYMC)
— Not more than 102 CFU/g. < 10 CFU/g
Test for specified microorganisms:
Exscherichia coli should be absent in 1 g of the | Absent
drug,
Mikpodionoriuua Buznauenus kinpkocemi mikpoopzanizyie:
YUCTOTA saragbMe wHero  acpofunx  Mikpoopranizsin
(TAMC) - ne Giaswe 10° KYO/r; 25 KYOQir
3arajgbHe winedo gpiakosnx i usigesux rpudis
(TYMC) - ne 6ianine 102 KYO/r. <10 KYO/r
Busnavenns cnequpiunux sikpoopzaniisis:
He ponyexacrees  Escherichin coli v 1 v | Bigeyrni
npenapary.
7. * . Not a routine test for batch release. Test to be performed on validation batches and then at first and every 10™ bateh of
the year, Remarks: The Product Complies as per the Specification,
~ 1eit rect He € pYTHHANM Ut BunyeKky cepii, BunpoGysanus Maiors NpoBoARTHCN Ha BAdiganifiny napnm A noTiv
LISt TTepIrol Ta s oskitol 10-1 maprii ua pi, Tpuvivia: Mpoayry nianosixac eneundicanii,
8. Name and position/title of the person issuing the permit issuc series/ i

TIpisBuIe TA HOCKTA/3BAMIE 0COBH, ULO BIIANA 03B Ha BHITYCK cepii

Ay,
A
/

Prepared By/Iligrotroniictao

Checked By/Tlepesnipeno

Approved By/3at Bebip‘\qﬁf»

Safia

Khatun

Balendu Awasthi

10.01.2026

10.01.2026

Paukaj Kumar Yadhv'/,
10.01.2026 4/ /7
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